PCT/USOO/40165 

PATENT COOPERATION TREATY 



From the INTERNATIONAL BUREAU 



PCT 

NOTIFICATION OF ELECTION 
(PCT Rule 61.2) 


To: 

Commissioner 

US Department of Commerce 
United States Patent and Trademark 
Office, PCT 

201 1 South Clark Place Room 
CP2/5C24 

Arlington, VA 22202 

PTATQ ! IWIC n'AMPPini IF 
1 1 A I o-UINIo U MmCnlvJUt 

In its capacity as elected Office 


Date of mailing (day/mo nth/year) 
31 May 2001 (31.05.01) 




International application No. 

PCT/USOO/40165 


Applicant's or agent* s file reference 


international fi|ing date (day/month/year) 

08 June 2000 (08.06.00) 


Priority date (day/month/year) 

08 June 1999 (08.06.99) 


Applicant 

WHITLEY, Richard, J. et ai 



1. The designated Office is hereby notified of its election made: 

I X| in the demand filed with the International Preliminary Examming Authority on: 

02 January 2001 (02.01.01) 



j I in a notice effecting later election filed with the International Bureau on: 



2. The election \X\ was 

I I was not 

made before the expiration of 19 months from the priority date or, where Rule 32 applies, within the time limit under 
Rule 32.2(b). 



The International Bureau of WlPO 


Authorized officer 


34, chemin des Colombettes 


Olivia TEFY 


1211 Geneva 20, Switzerland 




Facsimile No.: (41-22) 740.14.35 


Telephone No.: (41-22) 338.83.38 



Form PCT/IB/331 (July 1 992) US00401 65 



PATENT COOPERATION TREATY 

PCX 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 
(PCT Article 36 and Rule 70) 




Applicant's or agent's file reference 
UAB-16152/22 


wimiw%rMm>w» A r^r\iii See Notification of Transmittal of Intematiooal 
FOR FURTHER ACTION pj^ii^jina^ Examination Report (Form PCr/IPEA/416) 


InternatioDal application No. 
PCT/US0(y4O165 


International filing date (day/monih/year) 
08 June 2000 (08.06.2000) 


Priority date (day/momthfyear) 
08 June 1999(08.06.1999) 


InteniatiaDal Patent Classification (IPC) or national classification and IPC 

IPC(7): C 12 N 7/00, 15/00; C 12 Q 1/68; C 07 K 1/00. and US Q.: 435/320.1, 6, 69.1; 514/44; 424/93.2, 93.21. 


Applicant 

UAB RESEARCH FOUNDATION 



1 . This intematioiial preliminary examination report has been prepared by this Intematioiial Preliminary 
Examining Authority and is transmitted to the applicant according to Article 36. 

Si 

2. This REPORT consists of a total of _ sheets, includmg this cover sheet. 

I I This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings 
which have been amended and are the basis for this repon and/or sheets containing rectifications made 
before this Authority (see Rule 70. 16 and Section 607 of the Administrative Instructions under tiie PCT). 

These annexes consist of a total of ^ sheets. 



3. This report contains indications relating to the following items: 
Basis of the report 



I 


12^ 


n 


□ 


m 


□ 


IV 


□ 


V 




VI 


□ 


VII 


□ 


vm 


□ 



Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



Date of submission of the demand 


Date of completion of this report 
m Sep-^ewx U«r- Zoo] 


Name and mailing address of the IPEA/US 
Ccaunisstowr of Pateas and TrademaikB 
Box PCT 

Waahingtcn, D.C. 20231 
Facsimile No. (703)305-3230 


AuUiorized officer SCOTT D. PRIEEE. PH.D 

c^. „ PRIf^Y EXAMINER 
Eleanor Soibello ^ n> - 1 

TeleiAoneNo. 703-308-0196 ^ i ^ - 0 



Form PCr/IPEA/409 (cover sheet)(July 1998) 



I^^TERNATIONAL PRELIMINARY EXAMINATION REPORT 



International sq^plication No. 
PCT/US0(y4O165 



I. Basis of the report 

1 . With regard to the elements of the international application: * 

^ the international application as originally filed. 

^ the description: 

pages 1«24 as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of . 

^ the claims: 

pages 25-27 ^ as originally filed 

pages NONE , as amended (together with any statement) under Article 19 

pages NONE , filed with the demand 

pages NONE , filed with the letter of . 

^ the drawings: 

pages l£7 I as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of . 

I I the sequence listing part of the description: 

pages NONE ^ as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of ^ . 

2. With legaid to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the intemadonal application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

I I the language of a translation furnished for the purposes of international search (under Rule23.1(b)). 
I I the language of publication of the international application (under Rule 48.3(b)). 

I I the language of the translation furnished for the purposes of international preliminary examination(under Rules 
55.2 and/or 55.3). 

3. With regard to any nucleotide and/or amino add sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

I I contained in the international application in printed form. 

I I filed together with the international application in computer readable form. 

I I furnished subsequentiy to this Authority in written form. 

I I fiimished subsequentiy to this Authority m computer readable form. 

I I The statement tiiat the subsequentiy furnished written sequence listing does not go beyond the disclosure in the 

international application as filed has been furnished. 
I I The statement tiiat the information recorded in computer readable form is identical to die written sequence listing 

has been furnished. 

4. 1^ The amendments have resulted in the cancellation of: 

^ the description, pages NONE 

^ die claims, Nos. NONE 

^ die drawings, sheets/fig NONE 

5. I I This report has been established as if (some oO the amendments had not been made, since they have been considered to go 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 
* Replacement sheets which have been Jumished to the receiving Office in response to an invitation under Article 14 are referred to in 
this report as ''originally filed " and are not annexed to this report since they do not contain amendments (Rules 70,16 and 70.17). 
** Any replacement sheet containing sudi amendments mast be referred to under item 1 and annexed to this report. 



Form PCT/IPEA/409 (Box I) (July 1998) 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 

V. Reasoned statement under Article 35(2) with regard to novelty, Inventive step or industrial applicability; 
cita tions and explanations supporting such statement 

1. STATEMENT 

Novelty (N) Claims NONE 

Claims 1-15 



Inventive Step (IS) Claims NONE 

Claims M5 



Industrial Applicability (L\) Claims 1-15 

Claims NONE 



2. CITATIONS AND EXPLANATIONS (Rule 70,7) 
Claims 1-15 lack novelty under PCT Article 33(2) as being andcipated by Toda el al. Toda et al. teach intratumoral administration 
of a leplicaUon compeient HSV encoding IL-12 wberein the HSV comprises a deletion in the yi 34.5 gene. Todu et al. also t^h 
antitumoral activity wherein the cancer vaccine comprising the HSV comprising a deletion in die yi 34.5 gene further camprismg a 
heterodimeric cytokine IL-12, comprising 35 kDa (p35) and 40kDa (p40) subunits. 



NEW CITATIONS 



International application No. 
PCT/US0(y4O165 



YES 
NO 



YES 
NO 



YES 
NO 
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From Uie 

INTERNATIONAL PRELIMINARY EXAMINING AUTHORITY 



¥ 

OCT 1 5 2001 



GIFFORD. KRASS, GROH, SPRINKLE, 
ANDERSON &CITKOWSKI.P.C. 



To: 

ELLEN S. COGEN 

GIFFORD, KRASS. GROH, SPRINKLE, ANDERSON 
CITKOWSKl. P.C. 

280 N OLD WOODWARD AVE.. STE. 400 
BIRMINGHAM, MI 48009 



PCT 



NOTIFICATION OF TRANSMITTAL OF 
INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 

(PCl^Ruie 71.1) 



Date of Mailing nnn A 

{day /month/year) 120CTlUu1 



Applicant's or agent's file reference 

UAB'i6l52/22 



IMPORTANT NOTIFICATION 



Interaational appiicalion No. 
PCT/USOO/40165 



Intcniational filing date {dciy /month/year) 
08 June 2000 (Q8.06.2CX)0) 



Priority date {day /month/year) 
08 June 1999 (08.06.1999) 



Applicant 



UAB RESEARCH FOUNDATION 



1. Tlie applicant is hereby notified that this Interaational Preliminary Examining AuUiority transmits herewitli the 
interaational preliminary examination report and its annexes, if any, established on the international application. 

2. A copy of the report and its annexes, if any, is being transmitted to die International Bureau for communication 
to all die elected Offices. 

3. Wliere required by any of die elected Offices, die Interaational Bureau will prepare an English translation of die 
report (but not of any armexes) and will transmit such translation to those Offices. 

4. REMINDER 



The applicant must enter the national phase before each elected Office by performing certain acts (filing 
translations and paying national fees) widiin 30 months from die priority date (or later hi some Offices)(Article 
39(l))(5ee also die reminder sent by the Internadonal Bureau with Form PCT/IB/301). 

Wliere a translation of die international application must be furnished to an elected Office, diat translation must 
contain a translation of any annexes to die internadonal preliminary examination report. It is the applicant's 
responsibility to prepare and furnish such translauon directly to each elected Office concerned. 

For furdier details on the applicable time limits and requirements of die elected Offices, see Volume II of the 
PCT Applicant's Guide. 



SCOTT D. PRfEBE, FH.D 



Name and mailing address of the I PEA/US 

Cofmnissioner of Palents and Trademarks 
Box PCT 

Waahingum, D.C. 20231 

Facsunile No. (703)305-3230 



Authorized officer 
Eleanor Sorbello 
Telephone No. 703-308-0196 



Form PCT/IPEA/416 (July 1992) 



PATENT COOPERATION TREATY 

PCT 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 
(PCT Article 36 and Rule 70) 



Applicant's or agent's Hie rererence 
UAB-16152/22 



FOR FURTHER ACTION 



See Notification of Transmittal of international 
Preliminary Examination Report (Form PCT/IPEA/416) 



International application No. 
PCT/US(Xy40l65 



International filing date [day/month/year) 
08 June 2000 (Q8.06.2(XX)) 



Priority dale (day/motUh/year) 
08 June 1999 (08.06.1999) 



International Patent CliissiHcation (IPC) or national classification and IPC 

IPC(7): C 12 N 7/00, 15/00; C12 Q 1/68; C 07 K 1/00. and US CI.: 435/320.1, 6, 69.1; 514/44; 424/93.2, 93.21. 



Applicant 

UAB RESEARCH FOUNDATION 



1 . This inteniatioiml preliminary examination report lias been prepared by this International Preliminary 
Examining Authority and is transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of _ sheets, mcluding dus cover sheet. 

I I This report is also accompanied by ANNEXES, i.e., sheets of die description, claims and/or drawings 
which have been amended and are the basis for this report and/or sheets containing rectifications made 
before diis Authority (see Rule 70.16 and Section 607 of die Administrative Instructions under die PCT). 

Tliese annexes consist of a total of sheets. 



This reiK)n contains mdications relating to the following items: 
Basis of the report 



I 


I2<J 


II 


□ 


III 


□ 


rv 


□ 


V 




VI 


□ 


VII 


□ 


VIII 


□ 



Reasoned statement under Article 35(2) widi regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 



Date of submission of die demand 
ni 



Date of completion of this report 



Name and mailing address of the IPEA/US 

Coroinissioner of Patents and TrBdemarlcs 
Box PCT 

Washington. D.C. 20231 
Facsimile No. (703)305-3230 



Autiiorized officer 
Eleanor Sorbello 
Telephone No. 703-308-0196 



SCOTT D. PRIEBE, FH.D 
PRIMAHY EXAMINER 



Form PCT/IPEA/409 (cover sheet)(July 1998) 



INTERNA TIONAL PRELIMINARY EXAMINATION REl»ORT 



International application No. 
PCT/US0Cy40165 



1. Basis of the report 



1. With regard to ihe elements of tlie internaiioniU application:* 
3 Uie international application as originally filed. 



^ the description: 

pages 1-24 as originally filed 

pages NONE , filed with the demand 

pages NONE , filed widi the letter of 



^ die claims: 

pages 25-27 as originally filed 

pages NONE , as amended (together witli any statement) under Article 19 

pages NONE , filed widi the demand 

pages NONE , filed with die letter of 



^ die drawings: 

pages K7 ^ as origuially filed 

pages NONE , filed with the demand 

pages NONE , filed widi the letter of . 

I I die sequence listing part of the description: 

pages NONE ^ as originally filed 

pages NONE , filed with the demand 

pages NONE , filed widi die letter of . 

2. Widi regard to the language, all the elements marked above were available or furnished to diis Audiority in the 
language in which die intemadonal application was filed, unless odierwise indicated under this item. 

These elements were available or furnished to diis Audiority in die following language which is: 

I I die language of a translation furnished for die purposes of international search (under Ruie23.1(b)). 
I I die language of publication of the international application (under Rule 48.3(b)). 

I I the language of the translation furnished for die purposes of international preliminary examination(under Rules 
55.2 and/or 55.3). 

3. Widi regard to any nucleotide and/or amino acid sequence disclosed in the international application, die 
international preliminary examination was carried out on tiie basis of the sequence listing: 

I I contained in die international application in printed form. 

I I filed togedier with die international application ui computer readable form. 

I I furnished subsequendy to this Authority in written form. 

I I furnished subsequendy to this Audiority in computer readable form. 

I I The statement that the subsequendy furnished written sequence listing does not go beyond die disclosure in the 
international application as filed has been furnished. 

I I The statement diat die information recorded in computer readable fomi is identical to the written sequence listing 
lias been furnished. 

4. ^] The amendments have resulted in die cancellation of 

^ the description, pages NONE 



the clauns, Nos. NONE 
13 the drawings, sheets/fig NONE 

Tliis report has been established as if (some oO die amendments had not been made, since diey have been considered to go 

beyond the disclosure as filed, as indicated in die Supplemental Box (Rule 70.2(c)).** 
* Replacemenl sheets \vfuch fiave been furnished to the receiving Office in response to an invitation wider Article 14 are referred to in 
tlus report as "originally filed " and are not armexed to this report since they do not contain amendments (Rules 70.16 and 70.17). 



A/ty replacement sheet containing such amendmerus must be referred to under item 1 and annexed to this report. 



Form PCT/IPEA/409 (Box I) (July 1998) 



INTERNA'nONAL PRELIMINARY EXAMINATION REPORT 



International application No. 
PCT/US0(y40165 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or Industrial applicability; 
citations and explanations supporting such statement 

1. STATEMENT 



Novelty (N) Claims NONE YES 

Claims iA5 NO 

Inventive Step (IS) Claims NONE YES 

Claims M5 NO 

Industrial Applicability (lA) Claims IA5 YES 

Claims NONE NO 



2, CITATIONS AND EXPLANATIONS (Rule 70.7) 

Claims 1-15 lack novelty under PCT Article 33(2) as being anticipated by Toda et al. Toda et al. teach intratumoral administration 
of a replication competent HSV encoding IL-12 wherein the HSV comprises a deletion in the yi 34.5 gene. Todu et al. also teach 
antitumoral activity wherein the cancer vaccine comprising the HSV comprising a deletion in the yi 34.5 gene fUrther comprising a 
heterodimeric cytokine IL-12, comprising 35 kDa (p35) and 40kDa (p40) subimits. 



NEW CITATIONS 



Form PCT/lPEA/409 (Box V) (July 1998) 



ATENT COOPERATION TREA C 



From ihe \ 

INTERNATIONAL PRELIMINARY EXAMINING AUTHORITY 



To: 

ELLEN S. COGEN 

GIFFORD, KRASS, GROH. SPRINKLE, ANDERSON 
CITKOWSKI, P.C. 

280 N OLD WOODWARD AVE., STE. 4(K) 
BIRMINGHAM. MI 48(X)9 




SEP 0 ^ 2001 



1 ANDERSON & CJTKOiVSKf/pa 



WRITPEN OPINION 
(PCX Rule 66) 





Dale or Mailing 0 Q k t 

{day /month/year) V if AljQ Onrs. 


Applicant's or .igcnl's file rclerence 
UAB-16152/22 


REPLY DUE ^ ^^Ul 
wiUiin .Lmnn-LlLs/daysXrom- . 
the above date of mailing 



Intenialional application No. 
PCT/USOO/40165 



Inteniationid filing ikite (day/month/year) 
08 June 2000 (08.06.2(XX)) 



Priority date {day/tmmth/year) 
08 June 1999 (08>06.1999) 



Intenialional Patent Classification (IPC) or both national classification and IPC 

1PC(7): C 12 N 7/00, 15/00; C 12 Q 1/68; C 07 K 1/00. iuid US CI.: 435/320.1, 6. 69.1; 514/44; 424/93.2, 93.21. 



Applicant 

UAB RESEARCH FOUNDATION 



1. 



Tliis written opinion is tlie first (first, etc,) drawn by tliis International Preliminary Examining Authority. 



2. This opinion contains indications relating to the following items: 
I C 



11 


□ 


III 


□ 


IV 


□ 


V 




VI 


□ 


VII 


□ 


VIII 


□ 



Basis of the opinion 
Priority 

I I Non-establishment of opinion with regard lo novelty, inventive step and industrial applicability 



Reasoned statement under Rule 66.2 (a)(ii) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 



Tlic applicant is hereby invited to reply to tliis opinion. 

Whcri? See the time limit indicated above. The-^vpplieant-tBa y , b e f o r e th e expir ati on of tha t t im e l inttfcr-feqw3st 

tlii s Au t h erifey-t^ grnn t on eJt^teHfrie n. S e e ru le-46T^(d)T 

How? By submitting a written reply, accompanied, where appropriate, by amendments, according to Rule 66.3. 

For the form and the language of the amendments, see Rules 66.8 and 66.9. 

Also For an additional opportunity to submit amendments, see Rule 66.4, 

For the examijier's obligation to consider amendments and/or arguments, see Rule 66.4 bis. 
For an informal communication with the examiner, see Rule 66.6 

If no reply is filed, the international preliminary examination report will be esUiblished on the basis of tliis opinion. 

The final date by wliich tlie international preliminary 

examination report must be established according to Rule 69.2 is: 08 October 2001 (08. 10.2001) 



Name and mail'mg address of the IPEA/US 
Commissioner of Pateiiis and Trademarks 

Box PCT 

Washington, D.C. 20231 

Facsimile No. (703)305-3230 



Autliorized olTicer 
Eleanor Sorbello 
Telephone No. 703-308-0196 




Form PCT/IPEA/408 (cover sheet)(July 1998) 



WRITlii,N OPINION 



Internal' ' application No. 
PCT/US(XJ/40165 



Basis of tlie opinion 



I. With rcgiirU to llie elements of the intematlonai MppHcalion:" 



XI the inteniationai application as originally Hletl 

^ the description: 

pages 1-24 , as originally filed 

pages NONE , filed with the demand 

pages NONE , filed with the letter of 

X the claims: 
pages 25-27 



pages NONE 



pages NONE 



pages NONE 



_^ as originally filed 

as amended (togedier witii any statement) under Article 19 
_, filed widi die demand 
, filed witli the letter of 



the drawings: 
pages 1-7 



P'lges NONE 



pages NONE 



^ as originally filed 

. filed widi die demand 

, filed widi die letter of 



I I the sequence listing part of the description: 
pages NONE ^ as originally filed 



pages NONE 



pages NONE 



, filed with the demand 
, filed with the letter of _ 



2. With regard to die language, all die elements marked above were available or liimished to diis Audiority in the 
language in which the international application was filed, unless otlierwise indicated under Uiis item. 

These elements were available or furnished to diis Audiority in tlie following language which is: 

I I the language of a translation fiimished for the purposes of intemadonal search (under Rule23.1(b)). 
I I die language of publication of die international application (under Rule 48.3(b)). 

I I die language of the translation furnished for the purposes of international preliminary examination(under Rules 
55.2 and/or 55.3), 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the inteniationai application, the written 
opinion was drawn on die basis of the sequence listing: 

I I contained in die international application in printed fomi. 

I I filed together with die international application in computer readable form, 

I I liimished subsequently to diis Authority in written fonn. 

I I furnished subsequendy to diis Authority in computer readable tbnn. 

I I The statement diat the subsequendy furnished written sequence listing does not go beyond the disclosure in the 

international application as filed has been furnished. 
I I The statement that the infonnation recorded in computer readable fonn is identical to die written sequence listing 

has been furnished, 

4. ^ The amendments have resulted in die cancellation of: 

^ the description, pages NONE 

die claims, Nos. NONE 



the drawings, sheetsi^ NONE 



5. CD '^"s opinion has been drawn as if (some oO die amendments had not been made, since they have been considered lo go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)). 

* Replacement sheets wliich have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in 
this opinion as "originally filed. " 



Form P(rr/IPEA/408 (Box I) (July 1998) 



WRITTEN OPINION 



InteniiUioiial applicalion No. 
PCT/USCX)/40165 



V. Reasoned statement under Rule 66.2(a)(n) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

1. STATEMENT 



Noveity (N) Claims NONE YES 

Claijus M5 NO 

hivemive Step (IS) Claims NONE YES 

Claims M5 NO 

Industrial Applicability (lA) Claims M5 ; YES 

Claims NONE NO 



2. CITATIONS AND EXPLANATIONS 

Claiin.s 1-15 Uick novelty under PCT Article 33(2) as being anticipated by TocUi et al. Todii cl leach intratumoral administration 
of a replication competent HSV encoding IL~12 wherein tlie HSV comprises a deletion in the yi 34.5 gene, Todu et al, also teacli 
antilumoral activity \v!iereiii Uic ciincer vaccine comprising die HSV comprising a deletion in Uie yi 34.5 gene TurUier comprising a 
helerodiineric cytokine IH2. comprising 35 kDa (p35) and 40kDa (p40) subuniLs, 



NEW CITATIONS 



Form PCr/IPEA/408 (Box V) (July 1998) 



WRITTEN OPINION 



Inten. jnal applicalion No. 
PCT/US0()/4OI65 



Suppicmcntai Rox 

(To be used when the space in any of Uic preceding boxes is nut sufUciLMit) 



ConCinualion of Certain Documents Cited 
1 . Certain published documetiLs (Rule 70. 10) 

Application No Publication Date 

Patent No. (day /month/year] 

None None 



Filing Date 
(day /month/year) 
None 



Priority date (valid claim) 
(day /month/year) 
None 



2. Non- written disclosures (Rule 70.9) 



Kind of non-written disclosure 
None 



Date of non- written disclosure 

(day /month/year) 

None 



Dale of written disclosure referring to 
non- written disclosure 
(day /month/year) 
None 



Fonm PCT/IPEA/408 (Supplemental Box) (July 1998) 





f 



WRJTTEN OPINION 



Inter. jnal application No. 
PCT/USOO/40165 



Supplemental i)ox 

(To be used when the space in any of Uic preceding boxes is not sulTicient) 



TIME LIMIT: 

The time limit set for response to a Written Opinion may not be extended. 37 CFR 1.484(d). Any response received aller the 
expiration of the lime Ii;nit set in Uie Written Opinion will not be considered in preparing die International Preliminary Examination 
Report. 



Form PCT/IPEA/408 (Supplemental Box) (July 1998) 



